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DETAILED ACTION 

1. A request for continued examination under 37 CFR 1.114, including the fee set forth in 37 
CFR 1.17(e), was filed in this application after final rejection. Since this application is eligible for 
continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) has been timely 
paid, the finality of the previous Office action has been withdrawn pursuant to 37 CFR 1.114. 
Applicant's submission filed on 1-22-08 has been entered. 

2. The amendment filed, 3-19-08 is acknowledged. Claims 198-21 1 were added. Claims 46, 50, 
61, 62, 72, 73, 74, 87, and 194 were amended. Claims 46-53, 56-64, 72-80, 82-89, 189-211 are 
pending in this application. 

3. All rejections made in the previous office action and not cited herein are hereby withdrawn. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 
102 of this tide, if the differences between the subject matter sought to be patented and the prior art are such that the 
subject matter as a whole would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

This application currently names joint inventors. In considering patentability of the claims 
under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various claims was 
commonly owned at the time any inventions covered therein were made absent any evidence to the 
contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out the inventor and 
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invention dates of each claim that was not commonly owned at the time a later invention was made 
in order for the examiner to consider the applicability of 35 U.S.C. 103(c) and potential 35 
U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

4. Claims 46-53, 56-64 and 198-211 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Hoffman et al. (US2002/0165146). 

The claims are drawn to a formulation cresol, FSH and a surfactant selected form poloxamer 
188, poloxamer 217, poloxamer 237, poloxamer 238. 

The reference teaches a fomiulation comprising FSH. Specifically, the reference discloses 
formulation of FSH with cresol or phenol (see page 27, claim 1). The reference also states that that 
FSH is in a concentration between 5.0 micorgrams/ml to 2 milligram/ml (See page 11, paragraph 
[0097]). The cresol is in the concentration of 23 millimolar to 35 millimolar (see page 11, para 
[0098]). The reference also disclose that other additives such as tween 20, and pluronic F68, 
poloxamer 184 or 188 can be added to reduce aggregation (see page 12, para [100]). The reference 
discloses the use of isotonicity agents such as sucrose and methionine (see paragraph [0046]). The 
pH of the formulation is between 6.8 and 7.8 (see page 11, para [0099]). The reference states that the 
FSH can be recombinently produced and can be from urinary sources (see page 10, para [0094]). 
While the reference does not specifically teach a formulation with cresol, FSH and poloxamer, it 
would have been obvious to add poloxmer 184 or 188 to a formulation of cresol and FSH so as to 
prevent reduced aggregation. 

As for the dosages claimed, the MPEP states "[generally, differences in concentration or 
temperature will not support the patentability of subject matter encompassed by the prior art unless 
there is evidence indicating such concentration or temperature is critical. "[W]here the general 
conditions of a claim are disclosed in the prior art, it is not inventive to discover the optimum or 
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workable ranges by routine experimentation. . . .The normal desire of scientists or artisans to 
improve upon what is already generally known provides the motivation to determine where in a 
disclosed set of percentage ranges is the optimum combination of percentages." See MPEP 
2144.05. Here, the reference disclose the use of various concentrations for the FSH and cresol. It 
would have been obvious to optimize the optimum dosage for each component. 

5. Claims 72-80 and 82-89, 189-197 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Hoffman et al. as applied to claims 46-53, 56-64 and 198-211 above, and further in view of 
Skrabanja et al. (US 5929028). 

The claims are drawn to a formulation cresol, FSH and a surfactant selected form poloxamer 
188, poloxamer 217, poloxamer 237, poloxamer 238. 

The reference of Hoffman et al. has been discussed supra. The reference implies that FSH 
can be used alone or in combination with other gonadotropins (see page 3, paragraph [0028]). The 
difference between the US pg pub and the instant application is that the US pg pub doe not disclose 
the use of LH. 

However, Skrabanja et al. teaches that combination of FSH with LH has been used to 
stimulate ovarian growth (see col. 1, lines 15-30). The reference specifically teaches formulations of 
FSH and LH (see col. 6). The reference disclose both liquid formulation of liquid formulations that 
can be freeze dried (see col. 6). The reference disclose that the formulations can have numerous 
additives such as sucrose (col. 5, lines 1-15) and non ionic surfactant such tween 20 or pluronic fl23 
(see col. 5, lines 23-34). It would have been obvious, therefore, to use a combination of FSH and 
LH because the combination formulation has been used for stimulation of ovarian growth. There 
would have been a reasonable expectation of success because the Skrabanja et al. teach many of the 
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same components in a formulation comprising LH and FSH as taught in Hoffman. Furthermore, 
Hoffman implies that the FSH their invention can be used in combination with other 
gonadotropins. 

6. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Anish Gupta whose telephone number is (571)272-0965. If attempts to reach 
the examiner by telephone are unsuccessful, the examiner's supervisor, Cecilia Tsang, can normally 
be reached on (571) 272-0562. The fax phone number of this group is (571)-273-8300. 



/Anish Gupta/ 

Primary Examiner, Art Unit 1654 



